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in hermetically sealed containers sat-
isfy the requirements of part 113 of this 
chapter. 
Accordingly, processors, who under the 
laws relating to cannery inspections 
are licensed by the State of California 
and who comply with such state regu-
lations, shall be deemed to comply 
with the requirements of part 113 of 
this chapter. 

(k) Imports: (1) This section shall 
apply to any foreign commercial proc-
essor engaged in the thermal proc-
essing of low-acid foods packaged in 
hermetically sealed containers and of-
fering such foods for import into the 
United States except that, in lieu of 
providing for the issuance of an emer-
gency permit under paragraph (a) of 
this section, the Commissioner will re-
quest the Secretary of the Treasury to 
refuse admission into the United 
States, pursuant to section 801 of the 
act, of any such low-acid foods which 
the Commissioner determines, after in-
vestigation, may result in the distribu-
tion in interstate commerce of proc-
essed foods that may be injurious to 
health as set forth in paragraph (a) of 
this section. 

(2) Any such food refused admission 
shall not be admitted until such time 
as the Commissioner may determine 
that the commercial processor offering 
the food for import is in compliance 
with the requirements and conditions 
of this section and that such food is not 
injurious to health. For the purpose of 
making such determination, the Com-
missioner reserves the right for a duly 
authorized employee of the Food and 
Drug Administration to inspect the 
commercial processor’s manufacturing, 
processing, and packing facilities. 

(l) The following data and informa-
tion submitted to the Food and Drug 
Administration pursuant to this sec-
tion are not available for public disclo-
sure unless they have been previously 
disclosed to the public as defined in 
§ 20.81 of this chapter or they relate to 
a product or ingredient that has been 
abandoned and they no longer rep-
resent a trade secret or confidential 
commercial or financial information as 
defined in § 20.81 of this chapter: 

(1) Manufacturing methods or proc-
esses, including quality control infor-
mation. 

(2) Production, sales, distribution, 
and similar data and information, ex-
cept that any compilation of such data 
and information aggregated and pre-
pared in a way that does not reveal 
data or information which is not avail-
able for public disclosure under this 
provision is available for public disclo-
sure. 

(3) Quantitative or semiquantitative 
formulas. 

[42 FR 14334, Mar. 15, 1977, as amended at 42 
FR 15673, Mar. 22, 1977; 54 FR 24891, June 12, 
1989; 61 FR 14480, Apr. 2, 1996; 66 FR 56035, 
Nov. 6, 2001] 
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109.16 Ornamental and decorative 
ceramicware. 

Subpart B—Tolerances for Unavoidable 
Poisonous or Deleterious Substances 

109.30 Tolerances for polychlorinated 
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Subpart C—Regulatory Limits for Added 
Poisonous or Deleterious Substances 
[Reserved] 

Subpart D—Naturally Occurring Poisonous 
or Deleterious Substances [Reserved] 

AUTHORITY: 21 U.S.C. 321, 336, 342, 346, 346a, 
348, 371. 

SOURCE: 42 FR 52819, Sept. 30, 1977, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 109.3 Definitions and interpretations. 

(a) Act means the Federal Food, 
Drug, and Cosmetic Act. 
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(b) The definitions of terms con-
tained in section 201 of the act are ap-
plicable to such terms when used in 
this part unless modified in this sec-
tion. 

(c) A naturally occurring poisonous or 
deleterious substance is a poisonous or 
deleterious substance that is an inher-
ent natural constituent of a food and is 
not the result of environmental, agri-
cultural, industrial, or other contami-
nation. 

(d) An added poisonous or deleterious 
substance is a poisonous or deleterious 
substance that is not a naturally oc-
curring poisonous or deleterious sub-
stance. When a naturally occurring 
poisonous or deleterious substance is 
increased to abnormal levels through 
mishandling or other intervening acts, 
it is an added poisonous or deleterious 
substance to the extent of such in-
crease. 

(e) Food includes human food and 
substances migrating to food from 
food-contact articles. 

§ 109.4 Establishment of tolerances, 
regulatory limits, and action levels. 

(a) When appropriate under the cri-
teria of § 109.6, a tolerance for an added 
poisonous or deleterious substance, 
which may be a food additive, may be 
established by regulation in subpart B 
of this part under the provisions of sec-
tion 406 of the act. A tolerance may 
prohibit any detectable amount of the 
substance in food. 

(b) When appropriate under the cri-
teria of § 109.6, and under section 
402(a)(1) of the act, a regulatory limit 
for an added poisonous or deleterious 
substance, which may be a food addi-
tive, may be established by regulation 
in subpart C of this part under the pro-
visions of sections 402(a)(1) and 701(a) of 
the act. A regulatory limit may pro-
hibit any detectable amount of the sub-
stance in food. The regulatory limit es-
tablished represents the level at which 
food is adulterated within the meaning 
of section 402(a)(1) of the act. 

(c)(1) When appropriate under the cri-
teria of § 109.6, an action level for an 
added poisonous or deleterious sub-
stance, which may be a food additive, 
may be established to define a level of 
contamination at which a food may be 
regarded as adulterated. 

(2) Whenever an action level is estab-
lished or changed, a notice shall be 
published in the FEDERAL REGISTER as 
soon as practicable thereafter. The no-
tice shall call attention to the mate-
rial supporting the action level which 
shall be on file with the Division of 
Dockets Management before the notice 
is published. The notice shall invite 
public comment on the action level. 

(d) A regulation may be established 
in subpart D of this part to identify a 
food containing a naturally occurring 
poisonous or deleterious substance 
which will be deemed to be adulterated 
under section 402(a)(1) of the act. These 
regulations do not constitute a com-
plete list of such foods. 

[42 FR 52819, Sept. 30, 1977, as amended at 55 
FR 20785, May 21, 1990] 

§ 109.6 Added poisonous or deleterious 
substances. 

(a) Use of an added poisonous or dele-
terious substance, other than a pes-
ticide chemical, that is also a food ad-
ditive, will be controlled by a regula-
tion issued under section 409 of the act 
when possible. When such a use cannot 
be approved under the criteria of sec-
tion 409 of the act, or when the added 
poisonous or deleterious substance is 
not a food additive, a tolerance, regu-
latory limit, or action level may be es-
tablished pursuant to the criteria in 
paragraphs (b), (c), or (d) of this sec-
tion. Residues resulting from the use of 
an added poisonous or deleterious sub-
stance that is also a pesticide chemical 
will ordinarily be controlled by a toler-
ance established in a regulation issued 
under sections 406, 408, or 409 of the act 
by the U.S. Environmental Protection 
Agency (EPA). When such a regulation 
has not been issued, an action level for 
an added poisonous or deleterious sub-
stance that is also a pesticide chemical 
may be established by the Food and 
Drug Administration. The Food and 
Drug Administration will request EPA 
to recommend such an action level pur-
suant to the criteria established in 
paragraph (d) of this section. 

(b) A tolerance for an added poi-
sonous or deleterious substance in any 
food may be established when the fol-
lowing criteria are met: 

(1) The substance cannot be avoided 
by good manufacturing practice. 
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